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Washiqm, DC 20036-6601 

You at&e that the BaRx n symbol o~vcly aonv~s the 8amc mea8age ~16 that of a 
pxwscxiptfan legend statement, i.e., that a prcscripth is quired ta dispense the prcdwtt. 
You also data that the mbstitutioa ofthc symbol “Rx only” fix the mquhd text would 
reduce clultw cm labels, incm inted uniibrtnity and singI@ labels, which 
could. hcip mdw the incidcnge of medication crms that my be asmfated with the lab4 
and package design. Your request c~mspcmds to ti rewnt hplcmtntatian of Section 
126 ofthe PDA +dmrhtion Act of 1997 (FDAMA), whiGh mends s&ion 503(b)(4) 
of tht Fcdc& Food, Drug, and Cosmetic Act (the Act), FlUMA aaMmizes the USC of 
the “*Rx only” syxnbo1 for the p\lcsscripton legend st&ment in lieu oftha prescription 
legend statement prcvk&y tqu&d for drugye 

PDAhfA did not require any change to prescription device label requfmm~nts. As you 
note, prosoription devices muat buar a prescription legend s&cm&, 0tk-h~ tba 
qpiwy would ~msidix tire BoviGf misbranded undw JwGdm 502@(l) of the Act md 
prohibited fkom oanunercti distribution. Your nqucst asks that we authorize thisr change 
by quWm to cmwpcmd to the stbtory change implenmteci fk pmcription drugs. 

Wa agree that an ahermWc to the current prescription device hbclquircment could 
ccmvcy the same message. An al~ativo to the prescription legend statement would 
rducetheburdenunmta.n~ tepaclrers,rclabelemanddistrIbut~~thtfacea 
variety 0flabding r0quitomnts and cbnges. Th0 agtmcy, in iti enkxxxment discretion, 
does not Intend to object to t&e we of the &xtemmt “Rx only” as an akmativo to the 
prr?scription dovice MAing statsmbnl in #801,109, 
word “dy” does not ARM JNGWY. 

We not0 that in your petit& ihe 

immediate1y foUow “Rx.” 
We disagree. ‘kc word “only” ne& to 
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We have published cl&? guidance entitled “Altemative to Certain PrWxiption 
Device Labeling Requirements? I& drawl guidance exghins our policy on the use af a 
i&cling alternative to the prescription device labeling statement. The agemy’s USC: of its 
et~forcement discretion coti g this prsscriplson labtUg p&y generat= the bcnofits 
you seek without amending the prescription device legend statawnt. FDA wiil wnsider 
an 2unendment to its regulations Mow@ sotn43 aqai~~~ with tnanufactwe& use of 
the altc~ve. 

IF you bave ‘additional qw&ns regarditq this matter, you may contact Mr. Caqm E, 
Ufdriks, Special Assistant to thb Director, in out Of% of Compifana3 at (301) 5944692. 

tiinda 8. Kahm 
Deputy Dlqctor far Regulatbns and Policy 
center for DcviaeEi and 
Radiological H&h 


